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The abstract of the disclosure is objected to because it has not been presented in 
the proper domestic form. Correction is required. See MPEP § 608.01(b). 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-25 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1-16 and 23-26 of 
copending Application No. 10/579,706. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the scope of the claimed 
compounds overlaps with the scope of compounds claimed in the copending 
application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-25 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for pharmaceutically acceptable salts and esters of 
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the claimed compounds, does not reasonably provide enablement for prodrugs thereof. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention commensurate 
in scope with these claims. 

A conclusion of lack of enablement means that, based on the evidence regarding 
each of the factors below, the specification, at the time the application was filed, would 
not have taught one skilled in the art how to make and/or use the full scope of the 
claimed invention without undue experimentation. 

(A) The breadth of the claims. 

The claims encompass all possible prodrugs of the claimed compounds. 

(B) The level of predictability in the art. 

The properties of any given prodrug cannot be predicted. For example, the 
absorption or solubility of the compound can be affected. It requires a good deal of 
experimentation for each individual compound to prepare a prodrug thereof possessing 
all the desirable properties. 

(C) The amount of direction provided by the inventor. 

On page 12 of the specification the inventor provides examples of the prodrugs 
which include, but are not limited to, acetate, formate and benzoate derivatives of 
alcohol and amine functional groups. However, note that acetate, formate and 
benzoate are esters of the claimed compounds and no specific amine functional groups 
have been provided. 

(D) The existence of working examples. 
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There are no specific examples of preparing and using prodrugs. 

(E) The quantity of experimentation needed to make or use the invention based 
on the content of the disclosure. 

Because there is no way to predict a priori which specific prodrugs of the claimed 
compounds will have the desired properties and activity, it would take an enormous 
amount of trial and error to prepare and test various possible prodrugs. 

Claims 15-23 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

A conclusion of lack of enablement means that the specification, at the time the 
application was filed, would not have taught one skilled in the art how to make and/or 
use the full scope of the claimed invention without undue experimentation. 

Claim 15 is directed to the treatment of a microbial infection. 

Claim 16 is directed to the treatment of a fungal infection. 

Claim 17 is directed to the treatment of a parasitic disease. 

Claim 18 is directed to the treatment of a proliferative disease. 

Claim 19 is directed to the treatment of a viral disease. 

Claim 20 is directed to the treatment of an inflammatory disease. 

Claim 21 is directed to the treatment of a gastrointestinal motility disorder. 
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The claimed compounds are directed to bifunctional maclolide heterocyclic 
compounds. While macrolides, such as erythromycins, are known as antibacterial 
agents, not all macrolides possess anti-fungal, anti-parasitic, anti-viral, anti-proliferative, 
anti-inflammatory activity or are effective for the treatment of gastrointestinal disorders. 
Further, the claimed compounds are structurally significantly different from any known 
macrolides. The specific provides no examples showing any activity of the claimed 
compounds. It will require further experimentation to determine which specific claimed 
compounds possess which, if any, activity. 

Claim 23 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 23 is directed to synthesizing a compound according to claim 1 . However, 
no synthesis steps have been set forth. Therefore, claim 23 is indefinite and 
incomplete. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elli Peselev whose telephone number is (571) 272- 
0659. The examiner can normally be reached on 8.00-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on (571) 272-0627. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Elli Peselev 
/Elli Peselev/ 

Primary Examiner, Art Unit 1623 



